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Regulation Description: Percutaneous, implanted, long-term intravascular
catheter

C.F.R Section: 880.5970

Class: 1

Regulation Medical
Specialty and Review
Panel: General Hospiial

Purpose for Submission:

The purpose of this submission is to remove a contraindication that was once cited
in the Journal of Infusion Nursing but has since been revised.

Device Description:

The CT Midline Catheter is designed for peripheral vein catheterization and power
injection of contrast media. The lumen is an open-ended design comprised of a soft
radiopaque polyurethane material with barium sulfate for radiopacity. The lumen is
connected to the extensions via a soft pliabie hub with suture wing for secure
placement. Clamps are provided on the extension tubes to prevent air/fluid
contamination. Female luer connectors provide the connection for intravenous
administration.

The CT Midline Catheter is available in a 4Fx20cm single-lumen, or 5Fx20cm
double-lumen configuration. The outside diameter of the lumen has a reverse taper
increasing gradually near the hub to aid in kink resistance and to provide a
mechanical obstruction to bleeding from the venotomy. The lumen has depth marks
every centimeter and numerical marks every fifth centimeter. The CT Midline is
packaged sterile with the necessary accessories to facilitate insertion.

Indications for Use:

The CT Midlines are indicated for Short-Term peripheral access to the peripheral
venous system for selected intravenous therapies, blood sampling, and power
injection of contrast media. The maximum recommended infusion rate varies
by catheter French size and is printed on the catheter.

Intended Use:

The CT Midlines are indicated for Short-Term peripheral access to the peripheral
venous system for selected intravenous therapies, blood sampling, and power
injection of contrast media.

Comparison to Predicate Devices:
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The proposed CT Midiine is substantially equivalent to the predicate device, CT
Midline (K141151), in all aspects, including but not limited to, indications for use,
intended use, anatomical location, basic design, dimensions, lengths performance,
biocompatibility, materials, manufacturing process and method of sierilization. All
technology, including features, materials, and principles of operation are identical to
what was cleared in K141151, CT Midline. The only difference between the
predicate and the proposed device is a revision to the instructions for use (labeling).
This revision is to remove a contraindication. The revision fo the labeling does not
change the intended use of the device, both revisions are in are in alight with the
Journal of Infusion Nursing.
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The difference or changes beiween the proposed CT Midline and the predicate, CT
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Midiine (K141151), is that the revision to the instructions for use, below is a
comparison matrix demonstrating substantial equivalence.

Table §.1: 510(K) Summary: Design Comparison Matrix

Device Proposed Device: Predicate Device: Substantially
i AXA6-TIR . CT Midline CT Midiine (K141151) | Equivalent
] — = : Comparison
www.nedcompnet.com - e - : -

Dimensions | Lumen: 4F Single and 5F Lumen: 4F Single and 5F identical, no
or Lengths Double Double change

Lumen Length: 20cm Lumen Length: 20cm
Indications | 1,6 oT Midiines are The CT Midlines are ldentical, no
for Use indicated for Short-Term indicated for Short-Term change

peripheral access to the peripheral access to the

peripheral venous system peripheral venous system

for selected intravenous for selected intravenous

therapies, blood sampling, | therapies, blood sampling,

and power injection of and power injection of

contrast media. The contrast media. The

maximum recommended | maximum recommended

infusion rate varies by infusion rate varies by

catheter French size and | catheter French size and

is printed on the catheter. | is printed on the catheter.
Sterilization ETO ETO identical, no
Method change
Materials LUMEN: Tecothane LUMEN: Tecothane ldentical, no
and HUB and SUTURE WING; HUB and SUTURE WING: change
Processes Pellethane Pellethane

LUERS: lsoplast LUERS: lIsoplast

EXTENSIONS: Pellethane | EXTENSIONS: Pellethane

CLAMPS: Acetal CLAMPS: Acetal

Purple: single lumen Purple: single lumen

Purple: double lumen Purple: double lumen

[.D. RING: Lustran [.D. RING: Lustran
Performance | Power Injection: Power injection: Identical, no
Testing 5ccelsec (4F) 5celsec (4F) change
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| 7cclsec (5F) | 7cclsec (5F)

Bench / Performance Data / Non-Clinical Testing:

No performance testing was required for the revision to the instructions in
conjunction with the substantial equivalence claims, effectively demonsirate the
proposed device, CT Midline, is equivalent to the predicate device, CT Midiine
(K141151).

Biocompatibility:

Biocompatibility was performed on the CT Midline in accordance with 1SO 10993-1.
According to ISO 10993-1 the final, finished 5F Double lumen CT midiine was iested
as an implant device with blood contact and prolonged contact duration (greater
than 24 hours less than 30 days). Biocompaiibility was performed on the finished
and sterilized device in accordance with 1SO 10993-12:2012, Biological Evaluation
of Medical Devices — Part 12: Sample Preparation and Reference Materials, and
21CFR, Part 58 — Good Laboratory Practices for Nonclinical Laboratory Studies by
a contracted laboratory that is ISO 17025 certified.

Summary of Substantial Equivalence:

The proposed CT Midline is substantially equivalent to the predicate device, CT
Midiine (K141151), in all aspects, including but not limited to, indications for use,
intended use, anatomical location, basic design, dimensions, lengths performance,
biocompatibility, materials, manufacturing process and method of sterilization. The
only difference between the predicate and the proposed device is a revision to the
instructions for use (labeling). This revision is to remove a contraindication.

The proposed device, CT Midline, meets the performance criteria of design
verification as specified by 1SO standards, guidance documents and internal test
protocols. The proposed device is substantially equivalent to the indicated legally
marketed predicate as defined in paragraph above.
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